
Terumo Cardiovascular Systems Corporation CDF"m System 500 51 0(k)

Section 4: 510(k) Summary JUL 2 5 2014

This section includes a summary of 510(k) safety and effectiveness information
in accordance with the requirements of 21 CFR 807.92.

Name Terumo Cardiovascular Systems Corporation

Address6200 Jackson Road
AddessAnn Arbor Ml, 48103

Name of Contact Person John Chesney

Phone number Tel: (734) 741-6410

Fax number Fax: (734) 741-6069

E-mail john.chesney@terumomedical.com

Establishment Registration # 1828100

Date prepared July 22, 2014

Nam ofDvc

Trade or proprietary name CD] TM Blood Parameter Monitoring System 500

Common or usual name Extracorporeal blood gas monitor

Classification name Monitor, Blood-gas, On-line, Cardiopulmonary Bypass

Classification panel 74 Cardiovascular

Regulation 21 CER §870.4330

Product Code(s) DRY

Legaly arkted evie~s to CDI Blood Parameter Monitoring System 500,

which equivalence is claimed K 33 n 926

Reason for 51 0(k) Modifications to previously cleared system
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Terumo Cardiovascular Systems Corporation CDF'~' System 500 510(k)

Section 4: 510(k) Summary

De-c Inorato

Indication for Use: The CDI System 500 provides continuous, on-line monitoring of
the extracorporeal partial pressure of oxygen and carbon dioxide, pH, potassium,
oxygen saturation, hematocrit, hemoglobin and temperature. In addition, calculated
values of base excess, bicarbonate, oxygen saturation, and oxygen consumption may
also be provided. These parameters are displayed at either actual temperature or
adjusted to 370C. For documentation purposes, the system 500's integral printer
provides a hard copy of displayed parameters.

Device Description: The CDI TM System 500 is an AC-powered (battery back-up)
microprocessor-based device used with the following components/accessories:

* CDI Th 500 Monitor
* Arterial and/or Venous Blood Parameter Modules (BPM)
* CDITM H/S Probe
* CDTM 540 Gas Calibrator and Calibration Gases (A and B)
* CDITM 510H Shunt Sensor
* Shunt Bypass Line
" CDITM H/S Cuvette with or without extension tubing
" Monitor Mounting Hardware (Pole Clamp and Cable Head Bracket)
* Printer Paper

The CDI TM System 500 measures blood parameters in real time by utilizing a
microprocessor based monitor, electro-optics modules (i.e., BPM and H/S probe),
fluorescence chemistry technology, and optical reflectance technology. The electro-
optics modules connedt the monitor to the disposables (iLe., shunt sensor or cuvette)
which are inserted into the extracorporeal circuit. Light is emitted from the modules,
and the optical responses from the blood via the sensor(s) are measured by the
monitor. The blood parameters are measured or calculated by the CDTM1 500 Monitor
in real time, and displayed to the user via a graphical LCD display.
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Terumo Cardiovascular Systems Corporation ODITh System 500 510(k)

Section 4: 510(k) Summary

Device Illustration:

shunt
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Terumo Cardiovascular Systems Corporation CIDITM System 500 510O(k)

Section 6: 510(k) Summary

Performance Testing

The following safety and performance testing was conducted to verify/validate the
changes to the COITh System 500:

* Software verification and validation testing
* System verification testing in a blood ioop to simulate clinical use

clTo

The modified CD] TM System 500 is substantially equivalent to the currently marketed CDI TM

System 500 because it has the same intended use and substantially equivalent
performance specifications as compared to the predicate device.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public llealth Service

~Food and Drug Administmtion

DouetCnrlCne10903 New liampshire Avenue

July 25, 2014 W066-0609
Silver Spring, MD 20993-0002

Terumo Cardiovascular Systems Corp.
John Chesney
6200 Jackson Rd.
Ann Arbor, Ml 48103 US

Re: K133658
Trade/Device Name: CDI Blood Parameter Monitoring System 500
Regulation Number: 21 CER 870.4330
Regulation Name: Monitor, Blood-Gas, On-Line, Cardiopulmonary Bypass
Regulatory Class: Class 11
Product Code: DRY
Dated: June 23, 2014
Received: ,June 24, 2014

Dear Mr. Chesney:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDR- does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class 11 (Special Controls) or class III (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 2 1, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.



Page 2 - Mr. John Chesney

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must comply
with all the Act's requirements, including, but not limited to: registration and listing (21 CFR
Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical device-
related adverse events) (21 CFR 803); good manufacturing practice requirements as set forth in
the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic product
radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638-2041 or (301) 796-7100 or at its Internet address
httv://www.fda.gnov/MedicalDevices/ResourcesforYou/Industrv/default.htm. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fdasgov/MedicalDevices/Safety/RenortaProblemn/default.htm for the CDRH's Office
of Surveillance and Biometrics/Division of Postinarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638 2041 or (301) 796-7 100 or at its Internet address
http3://www.fda.gov/Medica]Devices/ResourcesforYou/Industrv/default.htm.

Sincerely yours,

Brain D. Zuckerman, M.D.
Director
Division of Cardiovascular Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure



610(k) Number (If known)

Device Name
CDI"' Blood Parameter Monitoring System 500

Indications for Use (Describe)
The CDI"' System 500 provides continuous, on-tine monitoring of the extracorporeal partial pressure of oxygen and carbon diorxide,
PH, potassium, oxygen saturation, hematocrit, hemoglobin and temperature. In addition calculated values of base excess,
bicarbonate, oxygen saturation, and oxygen consuption may also be provided. These parameters are displayed at either actual
temperature or adjusted to 37C. For documentation purposes, the system 500's Integral printer provides a hard copy of displayed
parmetrs.

Type of Use (Saedc one or bot as appliable)

(a Presciption Use (Part 21 CFR 801 Subpart D) ElOver-The-Counter Use (21 CFR 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS UINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

Concurrence of Center for Devices and Radiological Health (CORHl) (SI noturn)

Brain Zuckerman
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This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of Information is estimated to average 79 hours per response, Including the
tims to revew instructions, search existing data sources, gatiiersnd maintain the data needed and complete
and review the collection of Information. Send comments regarding this burden estimate or any other aspect
of this Information collection, Including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Statf
PRA Shtaffda.hhs.gov

'An agency may not conduct or sponsor, and a person Is not required to respond to, a collection of
Information unless It displays a cun'enfly valid 0MWB number"
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